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We Claim: 

1 . A methdd of preparing a micro fluidized lysate preparation comprising 
microfluidizing a slurry oSat least one Leishmania parasite through a chamber and disrupting the 
leishmania parasite with a sudden release of pressure. 



2. The method of 
preparation. 



im ID further comprising heat treating the microfluidized lysate 



3. The method orClaim 1, therein the Leishmania parasite is Z. tropica, L. 
mexicana, L. guyanensis, L. braziliensis/L. major, L. donovani, L. chagasi, L. amazonensis, L. 
peruviana, L. panamensis, L. pifanoi, L. infantum, or L. aethiopica. 



( 4. A micro^uidized lysate preparation made by the method of claim 1 . 

5. A skinvtest antigen assay for detecting whether a subject had been exposed to a 
Leishmania parasite or was afflicted with Leishmaniasis comprising administering to the subject 
an antigenic amount of aMeast one microfluidized lysate preparation according to claim 4 and 
observing any immunogenic response to the microfluidized lysate preparation. 



6. The skin test aritigen assay of claim 5, wherein the Leishmania parasite is L. 
tropica, L. mexicana, L. guyanensis, L. braziliensis, L. major, L. donovani, L. chagasi, L. 
amazonensis, L. peruviana, L. paifSmenshy^L. pifanoi, L. infantum, or Z. aethiopica. 



7. The skin test antigen askay 
indicates that the subject had been exposed 
Leishmaniasis. 



f claim 5, wherein an immunogenic response 
,o a Leishmania parasite or was afflicted with 



8. The skin test antigen assay of klaim 5, wherein an induration of about 5 mm or 
greater observed indicates that the subject had^een exposed to a Leishmania parasite or was 
afflicted with Leishmaniasis. 
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9. TheNskin test antigen assay of claim 5, wherein the antigenic amount of the 
microfluidized lysat^preparation comprises about 5 [ig to about 30 fig of total protein. 

10. Tib skin\<&t antigen assay of claim 5, wherein the antigenic amount of the 
microfluidized lysat e pn^ ation is administered intradermally to the volar surface of the 
forearm of the subject. 

^ 11. k kit comprising the microfluidized lysate preparation of claim 4 and directions 
\ /Tor determining Wether a subject has been exposed to a Leishmania parasite or was afflicted 
with Leishmaniasis. 

12. The Hit of claim 11, wherein the Leishmania parasite is Z. tropica, L. mexicana, L. 
guyanensis, L. brazilhmsis, L. major, L. donovani, L. chagasi, L. amazonensis, L. peruviana, L. 
panamensis f L. pifanoiSL. infantum, orZ. aethiopica. 

13. The kit of^laim 11, further comprising at least one pharmaceutical for treating 
systemic anaphylaxis. 

14. The kit of claiip 13, wherein the pharmaceutical is epinephrine, diphenhydramine, 
or methyl prednisolone. 

15. The kit of cl^im l\, fufthbr comprising at least one pharmaceutical for treating 
local reactions to the mici/bfluidized/l^ate preparation. 

16. The kit of claim 15, wherein the pharmaceutical is hydrocortisone, hydrocortisone 
cream, acetaminophen, or diphenhydramine. 
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17. An antibody raised agains\ the microfluidized lysate preparation of claim 4. 



18. A vaccine comprising the microfluidized lysate preparation of claim 4. 



19. A method of determining whether a subject has been exposed to a given 
Leishmania parasite comprisin^diWi steri ng to the subject a panel of antigenic compositions 
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comprising a plurality of microfluidized lysate preparations prepared from a plurality of 
Leishmania parasitica and detecting a presence of an immunogenic reaction that is characteristic 
to exposure to the giv^n Leishmania parasite. 

20 - The mptHnd-of<;laim 19, wherein the plurality of Leishmania parasites comprises 
at least one parasi^fromVhe group consisting of L. tropica, L. mexicana, L. guyanensis, L. 
braziliensis, L. Major, L. Snovani, L. chagasi, L. amazonensis, L. peruviana, L. panamensis, L. 
pifanoi, L. infantum, and Uaethiopica. 

21. A method of immunizing a subject against Leishmaniasis comprising 
administering to the subject an irri^iunogenic amount of the microfluidized lysate preparation of 
claim 4. 

| 22. \ A pharmaceutical composition comprising the microfluidized lysate preparation of 
claim 4 and a pharmaceutically acceptable stabilizer. 

23. The^pharmaceutical composition of claim 22, wherein the pharmaceutical^ 
acceptable stabilizer ite phenol. 

24. The pharn^ceutical composition of claim 22, wherein the composition is in the 
form of a liquid. 

25. The pharmaceutical composition of claim 22, wherein the composition may be 
frozen or freeze-dried. 



26. A method for determining post infection of cutaneous leishmaniasis, 
mucocutaneous leishmaniasis, or post-kala-azar dermal leishmaniasis in a subject comprising 
administering to the subject an antigenic amount of at least one microfluidized lysate preparation 
of claim 4 and obseiyingal^^ response to the microfluidized lysate preparation. 



27 A mkjiodjop&idemiologically diagnosing cutaneous leishmaniasis, 
mucocutaneous leishmaniasis, 6r\>ost-kala-azar dermal leishmaniasis in a subject comprising 
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administering, to the subject an antigenic amount of at least one microfluidized Iysate preparation 
of claim 4 and\^bserving any immunogenic response to the microfluidized lysate preparation. 

28. I A ntettfbd for determining the pattern of present and past leishmaniasis in a 
subject comprt^in^^nistering to the subject an antigenic amount of at least one 
microfluidized lysate pVtjaration of claim 4 and observing any immunogenic response to the 
microfluidized lysate preparation. 
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